Premarket Approval (PMA) Package for
Dockets Management ‘Branch

PMA Number P030028
Docket # 2005M-0026

Ophtec USA, Inc.
ARTISAN® (Model 206 and 204) Phakic
Intraocular Lens (PIOL) Verisyse™ (VRSM5US
and VRSM6US) Phakic Intraocular Lens (PIOL)

Includes:
Approval Order

Summary of Safety and Effectiveness Data (SSED)
Labeling

200 H~ 008 ¢ A/‘l///



